
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria. VirBinia 22313-1450 
www.usplo.gov 



1 APPLICATION NO. | 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/577,739 


05/02/2006 


Sadat M.Ali 


21823.01 


5177 



37833 7590 06/28/2007 

LITMAN LAW OFFICES, LTD. 
P.O. BOX 15035 
CRYSTAL CITY STATION 
ARLINGTON, VA 22215 



EXAMINER 



AUDET, MAURY A 



ART UNIT 



1654 



PAPER NUMBER 



MAIL DATE 



06/28/2007 



I 



DELIVERY MODE 



PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



Office Action Summary 


Application No. 

10/577.739 


Applicant(s) 
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» The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
• after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I) ^ Responsive to communication(s) filed on 02 May 2006 . 

2a)\3 This action is FINAL. 2b)IEl This action is non-final. 

3) P Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1^6 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) ^ Claim(s) 1 is/are allowed. 

6) K Claim(s) 2-6 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) \3 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (Q. 
a)n All b)n Some * c)D None of: 

1 ,□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Applicafion No. ^ . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. 

3) 13 information Disclosure Statement(s) (PTO/SB/08) 5) D Notice of Infomaal Patent Application 

Paper No(s)/Mail Date 05/06 . 6) □ Other: :. 
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Office Action Summary 



Part of Paper No./Mail Date 20070625 
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DETAILED ACTION 



Sequence Rules 

This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth below or on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 37 
CFR 1.821(a) presents a definition for "nucleotide and/or amino acid sequences." 
SPECIFIC! ALLY, specification page 3, 1^^ para, contains a peptide sequence with no 
corresponding SEQ ID NO: identifier. Nucleotide and/or amino acid sequences as used in 37 
CFR 1.821 through 1 .825 are interpreted to mean an unbranched sequence of four or more amino 
acids or an unbranched sequence of ten or more nucleotides. Branched sequences are 
specifically excluded from this definition. Sequences with fewer than four specifically defined 
nucleotides or amino acids are specifically excluded from this section. "Specifically defined" 
means those amino acids other than "Xaa" and those nucleotide bases other than "n" defined 
in accordance with the World Intellectual Property Organization (WlPO) Handbook on Industrial 
Property Information and Documentation, Standard ST.25: Standard for the Presentation of 
Nucleotide and Amino Acid Sequence Listings in Patent Applications (1998), including Tables 1 
through 6 in Appendix 2 (see MPEP § 2422). 

Since the present sequence compliance request is being sent along with the Office 
Action on the merits (in the interests of compact prosecution, and since no sequences are 
expressly claimed), Applicant is given THREE MONTHS (instead of the normal ONE 
MONTH, or THIRTY DAYS, whichever is longer), from the mailing date of this letter 
within which to comply with the sequence rules, 37 CFR 1.821 - 1.825. Failure to comply 
with these requirements will result in ABANDONMENT of the application under 37 CFR 
1.821(g). Extensions of time may be obtained by filing a petition accompanied by the extension 
fee under the provisions of 37 CFR 1 . 1 36(a). In no case may an applicant extend the period for 
reply beyond the SIX MONTH statutory period. Direct the reply to the undersigned. Applicant 
is requested to return a copy of the attached Notice to Comply with the reply. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 2nd 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claim 2-6 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards aj 
the invention. 

In claims 2-6 it is unclear what "effective amount" will carry out the method of using 
SEQ ID NO: 2 to enhance/promote bone repair, union of bone tissue in fracture, bone growth in 
spinal fusion, or bone growth in therapy for osteoporosis? The MPEP guides that: 
2173.05(c) 

III. "EFFECTIVE AMOUNT" 

The common phrase "an effective amount" may or may not be indefinite. The proper test 
is whether or not one skilled in the art could determine specific values for the amount 
based on the disclosure. See In re Mattison, 509 F.2d 563, 184 USPQ 484 (CCPA 
1975). The phrase "an effective amount ... for growth stimulation" was held to be 
definite where the amount was not critical and those skilled in the art would be able to 
determine firom the written disclosure, including the examples, what an effective amount 
is. In re Halleck, 422 F.2d 91 1, 164 USPQ 647 (CCPA 1970). The phrase "an 
effective amount" has been held to be indefinite when the claim fails to state the function 
which is to be achieved and more than one effect can be implied from the specification or 
the relevant art. In re Fredericksen 213 F.2d 547, 102 USPQ 35 (CCPA 1954). The 
more recent cases have tended to accept a limitation such as "an effective amount" as being 
definite when read in light of the supporting disclosure and in the absence of any prior art 
which would give rise to uncertainty about the scope of the claim. In Ex parte Skuballa, 
12 USPQ2d 1570 (Bd. Pat. App. & Inter. 1989), the Board held that a pharmaceutical 
composition claim which recited an "effective amount of a compound of claim 1" without 
stating the function to be achieved was definite, particularly when read in light of the 
supporting disclosure which provided guidelines as to the intended utilities and how the uses 
could be effected. 



A review of the seven (7) page specification discloses only one test, and only one amount of 
administration (2.5 to 5 mg/kg) in a test evaluating whether SEQ ID NO: 1 is capable of 
enhancing/promoting fracture healing after osteotomy. Applicant may wish to consider 
amending the amount above into base claims 2, 3 and 6 to distinctly claim the invention and 



render the effective amount limitation definite. 
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Allowable Subject Matter 

Claim 1 , as drawn to a synthesized peptide comprising SEQ ID NO: 1 , or an amide, ester, 
or salt thereof, is allowed. The prior art of record does not reasonably teach or suggest SEQ ID 
NO: 1. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maury Audet whose telephone number is 571-272-0960. The 
examiner can normally be reached on M-Th. 7AM-5 :30PM (10 Hrs.). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-0562. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
MA, 6/25/2007 - 



MAORY AUDE1 
PATENT EXAMINER 



NOTICP rn rnMDi v .a/.tu Application Ho, _ 10/57 7' 

NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES '^"^"^^ 

lomoTwim ?hlT'^^°' ^^'^ contained in this application does not 

n 1. This application clearly fails lo comply wilt, the requirements of 37 C.F.R. 1 821-1 825 An«iir«nre 
^ MayTlsT S^'^'fr'^ 

Q S^'-^TqllX""^^^^^^^^^ ''^^ " -PV. ^ -sequence 

□ l^n^CL^VI'K '^^^"^"'^^ ^^«"9" computer readable, form has been submitted However the 
intent of the computer readable fomi does not com|ily vvlth the requirements of 37 C F R 1 82? 
and/or 1.823. as Jndicated on the attached copy of the marked -upVaw lequence £st(ng.- 

rj 5. The computer readable form that has been filed with this application has been found to be damaaed 
U and/or unreadable as Indicated on the attached CRF Diskette Problem Report A SuteHtutt ^ 
computer readable form must be submitted as required by 37 C F^ 1 825(3). ^""^"^"^^ 

□ ^' '^'^In^^^' ° 'Sequence Usfing" is not the same as the computer readable from o f the 
LJ Sequence Listmg" as required by 37 C.F.R. 1.821(e). ouio i.om or me 

■ . Jg[ Other: ^^Iff ^64^^ pt M 3 l&€^ ^fa. [0 /^Q 

Applicant Must Provide: ' 
An initial or substitute computer readable fomi (CRF) copy of ttie 'Sequence Ustlng*. 

M Cnt;yt:!,t;:?pe^^^^^^^^^^ 

R «n2JIZ^"* P^"^*" ^"^ <^oniP"ter readable copies are the same and. where 

T^SS)oT^^tl^l • '"''""'^ ^-^^^^^^ °' ^ ^21(0 or 1.821(g) or 

For questions regarding compliance to these requirements, please contact; 

For Rules Interpretation, calt (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
For Palentin software help, call (703) 308-6856 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



